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Clinical Nursing Research 20 (1) well-being of human research participants include research and human subjects. The Office for Human Research Protections (OHRP) defines research in 45 Code of Federal Regulations (CFR) 46.102(d) as a systematic investigation, including research development, testing, and evaluation, designed to develop or contribute to generalizable knowledge. Human subject is defined in 45 CFR 46 .102(f) as a living individual about whom an investigator (whether professional or student) conducting research obtains (a) data through intervention or interaction with the individual or (b) identifiable private information (USDHHS, OHRP, 2004; USDHHS, OHRP, 2008) . The OHRP has a critical role in protecting human subjects during research activities (USDHHS, OHRP, 2009 ). The United States does not regulate human research that is neither federally funded nor regulated by the Food and Drug Administration, but such research may be covered by other jurisdictions such as state or institution (Wagner, 2003) .
The Department of Health and Human Services (DHHS) oversees and regulates biomedical, social, and behavioral research providing U.S. standards for the conduct of human research (Rivera, 2008) . Nursing research is under the jurisdiction of the Common Rule which exists as 45 CFR 46. The Common Rule is the Federal Policy for Protection of Human Subjects issued in 1981 and adopted by 17 other federal agencies, hence the name, Common Rule (Rivera, 2008) . The OHRP interprets the Common Rule and provides guidelines for researchers and IRBs as well as investigates possible violations of the rule (Kaktins, 2009) .
As more and more nurses become involved in quality improvement and research activities, it has become evident that it is challenging to determine when an activity constitutes a quality improvement (QI) activity not requiring IRB approval or a QI activity requiring IRB approval as compared with a research activity requiring IRB approval. This differentiation is not just difficult for nurses. A study that investigated expert opinion congruence between QI leaders, chairs of IRBs, and journal editors found varying levels of congruence (Lindenauer, Benjamin, Naglieri-Prescod, Fitgerald, & Pekow, 2002) . They asked the participants to identify if the six scenarios provided of implementing an evidence-based practice guideline required IRB approval. Percentage agreement on six different scenarios with varying types of methods and intent to publish ranged from 44% to 96% agreement (Lindenauer, Benjamin, Naglieri-Prescod, Fitzgerald, & Pekow, 2002) . The conclusion from this study was that more detail is needed to clarify the role of the IRB in QI activities.
The purpose of QI activities is to determine quality, improve patient services, and/or improve the provision of health care usually within a specific health care unit, institution, or system (Platteborze et al., 2010) . QI can be defined as systematic data-guided activities designed to bring about immediate improvements in the delivery of health care within a specific unit, institution, or system (Lynn et al., 2007) . A QI project evaluates procedures that are not greater than minimal risk to patients, include only usual care practices, allow for ongoing modification of the project, and typically involves personnel working at the local institution (Platteborze et al., 2010) . The following three areas should be considered to determine if a project is QI or research: (a) the purpose, (b) the design, (c) generalizability (McNett & Lawry, 2009 ). If the purpose is to test issues that go beyond current knowledge or to fill a gap in knowledge regarding a specific patient population, disease, or treatment, then the QI project is research and requires IRB approval (McNett & Lawry, 2009; Platteborze et al., 2010) . If the design of the proposed QI project includes any of the following, then the QI project requires IRB approval: randomization, evaluation of a specific drug or device, acquisition of protected health information, and comparison of one or more interventions, and providing an intervention that is less than standard of care or imposes risks or burdens that go beyond standard of care (McNett & Lawry, 2009; Platteborze et al., 2010; Wagner, 2003) . If the intent is to disseminate the information gained from the QI project at a conference or in a publication external to the institution, then the project should undergo IRB approval. Often individuals will seek IRB approval after the project is completed, when they have found significant impact of the project. It is up to the IRB's discretion whether to provide approval or not (Wagner, 2003) . Therefore, if there is a plan to disseminate or publish the data from a QI project beyond the institution or system, it is best to pursue IRB approval before commencing the project.
The dissemination criterion for QI projects beyond the health institution or system to undergo IRB approval is controversial. Per the OHRP (USDHHS, 2009), the sole intent to publish the findings of a QI project is insufficient criterion for determining whether a QI activity involves research. The regulatory definition under 45 CFR 46.102(d) is "Research means a systematic investigation including research development, testing and evaluation designed to develop or contribute to generalizable knowledge." Planning to publish an account of a quality improvement project does not necessarily mean that the project fits the definition of research (USDHHS, 2009, p. 4) . To distinguish a QI project from a research project when submitting a manuscript for dissemination, if the QI project has not undergone IRB approval, the following manuscript headings have been recommended: Issue, Imperative for Project, Procedures of Collecting and Evaluating Data, Information Found, and Lessons Learned (Plattborze et al., 2010, p. 291) . In conclusion, after this review of the differences in QI projects and research, Clinical Nursing Research is only interested in publishing QI projects that meet the threshold for research: the project involves a systematic investigation and the design of the project is to develop or contribute to generalizable knowledge.
